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1 . This opinion contains indications relating to the following items : 
( X J Box No. I Basis of the opinion 

Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 4Sbis. 1 (aXO »^ regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 

2 EES foSJLna. preliminary examination is made, .his opinion will be consider, to be a written ^.f^^T^T^^ 
Examining Authority ("IPEA") except that this does not apply where the applicant chooses an Authonty other than this one to be the IPEA and the chosen 
vSZ ■ notJnedJhe International B^u under Rule 66Jte(b) that written opinions of mis Intentional Searching Authonty wtll no. be so cons,doed. 

If this oninion is as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submilto the IPEA a written reply 
loSr^i* with amendments, before the expim.ion of 3 months from the dateof mailing of Form PCT/ISA/220 or before the exp.mt.on 
of 22 months from the priority date, whichever expires later. 

For further options, sec Form PCT/ISA/220. 

3. For further details, sec notes to Form PCT/ISA/220. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 

PCT/CA2007/000862 


Box No. 1 Basis of this opinion 


1 . Wilh regard 10 Che language, this opinion has been established on the basis of: 




f X ] the international application in the language in which it was filed 




[ ] a translation of the international application into 

translation furnished for the purposes of international search (Rules 12.3(a) and 23. 1 (b)). 


, which is the language of a 


2- [ ] This opinion has been established taking into account the rectification of an obvious mistake authorized by or notified 
to this Authority under Rule 9 1 (Rule 43bis. 1 (a)) 


3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary lo the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




[ ] a sequence listing 




f ] tables) related to the sequence listing 




b. format of material 




[ ] on paper 




[ ] in electronic form 




c. time of tlling/fumishing 




[ ] contained in the international application as filed. 




[ ] filed together with the international application in electronic form 




{ ] furnished subsequently to this Authority for the purposes of search. 
4. [ ] In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has 

been filed or furnished, the required statements that the information in the subsequent or additional copies is identical to that in 
the application as filed or does not go beyond the application as filed, as appropriate, were furnished. 


5. Additional comments : 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 

PCT/CA2007/000862 



Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be industrially 
applicable have not been examined in respect of : 

[ J the entire international application 
[XJ claim Nos. 67-69 
because: 

[ X ] the said international application, or the said claim Nos. 67-69 relate to the following 

subject matter which does not require an international search (specify) : 

Claims 67-69 are directed to a method for treatment of the human or animal body by surgery or therapy, are not required to be 
searched nor is a written opinion required by this Authority. Regardless, this Authority has established a written opinion based 
on the alleged effect or purpose/use of the product defined in claims 67-69. 



[ ] the description, claims or drawings (indicate particular elements below) or said claim Nos. 
are so unclear that no meaningful opinion could be formed (specify) : 



[ ] .he claims, or said claims Nos. arc so inadequately supported 

by the description that no meaningful opinion could be formed (specify): 



[ ] no international search report has been established for said claims Nos. 

[ ] a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the prescribed time limit: 
f ] furnish a sequence listing on paper complying with the standard provided for in Annex C of the Administrative 

Instructions, and such listing was not available to the International Searching Authority in a form and manner acceptable 
to it. 

[ ] furnish a sequence listing in electronic form complying with the standard provided for in Annex C of the Administrative 
Instructions, and such listing was not available to the International Searching Authority in a form and manner acceptable 
to it. 

[ ] pay the required late furnishing fee for the furnishing of a sequence listing in response to an invitation under 
Rule l3/er.l(a) or(b). 

[ ] a meaningful opinion could not be formed without the tables related to the sequence listings; the applicant did not, within the 
prescribed time limit, furnish such tables in electronic form complying with the technical requirements provided for in Annex 
C-bis of the Administrative Instructions, and such tables were not available to the International Searching Authority in a form 
and manner acceptable to it 

[ ) the tables related to the nucleotide and/or amino acid sequence listing, if in electronic form only, do not comply with the 

technical requirements provided for in Annex C-bis of the Administrative Instructions. 
[ ) See Supplemental Box for further details. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 

PCT/CA2007/000862 



Box No. V Reasoned statement under Rule 43A«.l(a)(i) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 



Statement 

Novelty (N) 



Claims 6. 8. 1 1-14. 20. 26 7 40-62. 65.75. 77 YES 

Claims 1-5. 7. 9. 10. 15-19. 21-25. 27-39. 63, 64. 66-74. 76 NO 

Inventive step (IS) Claims 6 8. 11-14. 20.26.40-62.65,75,77 YES 

Claims 1-5. 7. 9. 10. 15-19- 21-25. 27-39. 63. 64. 66-74. 76 NO 

YES 

Industrial applicability (IA) Claims 1-66.70-77 

Claims NONE NO 



2. Citations and explanations : 

Dl: US 6 607 751 (Odidi et al.) 

D2: US 6 627 635 (Palermo et al.) 

D3: US 2006/0039864 (Bartholomaus et al.) 

D4: US 4 946 853 (Bannon el al.) 

Claims 1-4 9 15-19 21 23-25, 27-37, 70-74 are not novel and do not comply with Article 33(2) of the PCT. DocumentDI discloses a 
controlled release pharmaceutical device comprising a controlled release agent and a pharmaceutical active such as morphine. The dev.ee 
may also comprise glycol s.earate and a lubricant such as magnesium stearate or talc. Also, although D I docs no. <*Pj««ly «a« 'he 
subject matter of claims 24 and 27-37, it is assumed the composition of Dl will react in the same way as .t is made up of the same 
e^mSnSsTs claimed in claims 1-4. Given the above objection, claims . -4, 9, .5-19, 2.. 23-25. 27-37. 70-74 are also constdered to lack an 
inventive step in light of the described prior art and thus fails to comply with Article 33(3) of the PCT. 

Claims 12 15-17 21 23-25, 27-37. 64. 70, 71. 74 are not novel and do not comply with Article 33(2) of the PCT . Document D2 discloses 
a usTained re.ease orai dosage form comprising an orally active opioid agonist and a sustained release carrier which may be 
a matri" formulation. The dosage form may also comprise gelling agents and waxes. Also, although D2 does not ^J^*" «*ST 
matter of claims 24 and 27-37 it is assumed the composition of D2 will react in the same way as it is made up of the same components as 
Sled L c^ a^d J Given the above objectionTdaims ., 2, 15-17, 21. 23-25 27-37. M 70 71, 74 are also consider to lack an 
inventive step in light of the described prior art and thus fails to comply with Article 33(3) of the PC 1 . 

Claims) 2 5 15-17 21-25, 27-37, 39, 63,64, 66, 70, 71, 74 are not novel and do not comply with Article 33(2) of the PCT. Document D3 
mXes an oral dosage form with controlled release of an addictive substance. The dosage form may also comprise a wax. delayedrel^e 
m*rix Tuxm.^ substances, a. least one substance which irritates the nasal passages and a delayed release coating. This dosage form may be 
Sgrfin S'ulkAlS although D3 does no. explicitly state the subject matter of claims 24 and 27-37, ,, is assumed the composition of 
D3 w^ctTthe same way as iiTs made up of the same components as Cairn*, in claims I and 2. Gi ven the J*^* 
5. 15-1 7™ -25, 27-37, 39, 63, 64, 66, 70, 71, 74 are also considered to lack an inventive step in light of the described prior art and thus fails 
to comply with Article 33(3) of the PCT. 

ri»;™i S 7 9 10 . 5-19 21 23 24 27-38, 64, 66-74, 76 are not novel and do not comply with Article 33(2) of the PCT. Document D4 
Sm elt predion comprising an addictive substance (nicotine) uniformly distributed in a semi-solid medium, said medium compns.ng 
; fe -fo^ingTgen. such as bentoni.e or hecori.e and a solvent such as stearyl alcohol. This preparation may be in the form of a pas tc. 

Sh D4 does no, explicitly state the subject matter of claims 24 and 27-37 it is assumed the composition of D4 wi. eac, in the 
same wav as it is made up of the same components as claimed in claims 1-5. Given the above objection, claims 1-5, 7, 9. 10 1 5-19 21 23. 
2T2708. V.SZS. 76 are also considered lack an inventive step in light of the described prior art and thus fails to comply w„h Article 
33(3) of the PCT. 

Claims 6, 8, 1 1-14. 20. 26, 40-62, 65. 75. 77 are novel and are considered to involve an inventive step and comply with Articles 33(2) and 
33(3) of the PCT. 

The subject matter of claims 1-66, 70-77 is considered .0 be industrially applicable and thus complies with the requirements of Article 33(4) 
of the PCT. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 

PCT/CA2007/000862 


Box No. VI Certain documents cited 


1 . Certain published documents (Rules 43bis. t and 70. 1 0) 




Application No. Publication date Filing date 
Patent No. (dav/month/vear) (dav/month/vear) 


Priority date (valid claim) 
(dav/mnnth/vear) 


US 2007/0 1 04778 1 0-05-2007 1 4-05-2007 


12-05-2006 



2. Non- written disclosures (Rules 43 bis, 1 and 70.9) 

Date of written disclosure 

Kind of non-written disclosure Date of non- written disclosure referring to non-written disclosure 
(dav/month/vear) (day/month/year) 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/CA2007/000862 



Box No. VII Certain defects in the international application 

The following defects in the form or contents of the international application have been noted : 

The description does not comply with Article 5 of the PCT. All documents referred to in the description of an application must be available 
to the public. Reference to the document on page I , line 2 must be deleted or replaced by its corresponding patent number or publication 
number. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



international application No. 

PCT/CA2007/000862 



Box No. Vlll Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully supported 
by the description, are made : 

Claims 24, 27-37, 46-56 do not comply with Article 6 of the PCT for being directed to the desired result rather than to the combination 
necessary to achieve that result as described in the description. 

Claims 70 7 1 73 do not comply with Article 6 of the PCT for being directed to the desired result rather than to the combination necessary to 
achieve that result as described in the description. Specifically, the portions of the claims, "the paste composition is non-newton.an, 
thixotropic and/or pscudoplastic \ is directed to the desired result. 

Claims 1 , 2, 4, 70, 71, 73 lack conciseness and do not comply with Article 6 of the PCT and Rule 6.1(a) of the PCT . The claims should not 
be unduly multiplied so as to obscure the definition of the claimed invention. The number of claims shall be reasonable in consideration ot 
the nature of the alleged invention claimed. 

Claim 9 does not comply with Article 6 of the PCT. The claim shall be clear and concise. The inclusion of the expression "such as" causes 
ambiguity. 

Claim 21 does not comply with Article 6 of the PCT. The claim shall be clear and concise. The claim does not explicitly define what the 
•non-dissolved particles ' are. Also, it is unclear whether the particles must be less than 100 microns OR may be more than 1 00 microns but 
less than ?00 microns OR may be more than 200 microns but less than 500 microns OR may be more than 500 m.crons but less than 1000 



microns. 



Claims 27-30 do not comply with Article 6 of the PCT. The claims shall be clear and concise. The expression -not significantly affected" 
does not define how affected the dissolution is nor docs it define in what way it is affected. 

Claim 72 does not comply with Article 6 of the PCT. The claim shall be clear and concise. Claims 64 and 65 define uses rather than 
compositions. Perhaps dependence upon claim 7 1 was intended. 

Claim 73 does not comply with Article 6 of the PCT. Hie claim shall be clear and concise. The claim is redundant in view of claim 72. 

The statement found on page 9, lines 4-11 of the description does not comply with Article 6 of the PCT. This is a general statement which 
implies that the extent of protection may be expanded in some vague and imprecise way. 
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